This study was planned to compare the efficacy of written information vs verbal plus written information in patients with rheumatic diseases who receive colchicine treatment. Initially, a readable and comprehensible "drug information booklet" was developed for the patients. After that, a "drug knowledge questionnaire" was structured for testing to assess the level of patients' knowledge. The questionnaire was responded by the patients (Pretest). Seventy one patients were categorized into two groups; Group A (n=35) consisted of patients given only the written booklet, whereas patients given verbal information along with the written booklet included in Group B (n=36). To assess the level of knowledge at 8-12-week after, the same questionnaire was asked again (Posttest). As expected, compared to baseline, there was a significant increase in the knowledge levels of the patients following both form of education (p<0.001); however knowledge levels did not show significant differences between the groups (p=0.426). This study showed that patient education is successful in increasing the knowledge levels of patients, irrespective of methods being used for informing. So, a written drug information booklet alone seems to be a useful tool to increase awareness of patients about a certain medication.
Introduction
In recent years, one of the most notable changes occurred in health care system is the increase in the patients' desires to be included in their decision process. Besides, every patient has right to have satisfying knowledge about their disease and medications planned to be received. On the other hand, patients often believe that they are not fully informed about the details of their treatment and they also want to be informed about their medical situation (1) .
Good information about medicines is important for enabling patients to understand their options and express preferences for informed decision making (2) . Providing information to the patients about their illness and treatment is an important part of the patient management. Information is particularly important for those who are diagnosed with chronic and requiring long standing treatment diseases such as rheumatic disorders (3, 4) . Efficient treatment of rheumatic diseases mainly requires patients' self-care and this can only be provided with certain information. Unfortunately, studies have shown that (1, 5) patients are not fully informed about their disease and the drugs they use (6) . The most important gain of the correct training of the patient is to increase the adaptation to the treatment. Collaboration of nurses and other medical staff with the doctor is very important for providing the patient with correct information. The patients may have many questions about the treatment and their disease. Providing the training material and information required to answer these questions appropriately as well as being properly informed themselves about the disease is the responsibility of all medical staff. Correct preparation and training of the patient and effective communication are very important to increase the adaptation to the treatment (7) . Patient education regarding the drugs in use can be given either verbally or written, as well as both measures can be used together. Many health professionals rely on verbal information, but this has been shown to be ineffective; patients tend to forget approximately half of the information they are given verbally in a short time (3) . On the other hand, written information has been shown to increase patients' knowledge about their drugs, and knowledge is retained over a longer period (8, 9) . Especially when the patients are hospitalized for short time, written patient information booklets can be valuable means of communication and may support the training and verbal information (6,10).
Behcet's disease (11) and familial Mediterranean fever (FMF) (12) are common rheumatologic diseases among Turkish population. Colchicine is currently being used with a chronic stable prophylactic dose to prevent relapses or attacks in both of those diseases. In rheumatology practice, several drug information booklets (DIBs) have been developed and tested in several clinical settings and various populations (3, 13) . But, there is no previous study investigating the effectiveness of colchicine drug information booklet. Therefore developing a readable and comprehensible drug information booklet (DIB) for colchicine is important.
A project has been started in our rheumatology division in order to evaluate the effectiveness of several DIBs which are currently in use and to implement the use of these booklets for patient training. As a part of that ongoing project the aim of the present study is to evaluate the effectiveness of DIB for colchicine. Therefore, this study was planned to compare the efficacy of written information vs verbal plus written information in patients with rheumatic diseases who receive colchicine treatment.
Materials and Methods
This quasi-experimental study was conducted in our rheumatology clinic between the June 2008 and February 2009. Patients who had a diagnosis of FMF, Behcet's disease or gout, and supposed to use colchicine for more than 12 weeks, were included to the study. Patients invited to the study have not been informed formally about the drug previously, either in written or verbal manner. Some was already being on colchicines while others were newly being commenced colchicine. Although, physicians usually inform the patient about the drug when they start a new treatment, and all patients take a drug information sheet that comes routinely with the drug, in this study, patients who were already on colchicine reported that they did not have been informed formally about the drug previously. Patients who did not accept to participate in the study and who did not able to read the drug information booklet were excluded. All gave their written informed consents. The approval required to conduct the study was obtained from the local Ethics Committee.
The colchicine DIB that has been in routine use was updated by a team consisting of physicians and clinical training nurses. The booklet was designed to provide general information about the drug, to raise awareness and to emphasize the importance of the regular use of this drug. The language used in the booklet was plain and simple so that the patients can understand the information. Before the primary study was undertaken, 2 preliminary studies were carried out. In preliminary study 1, legibility and comprehensibility of the booklet and incoherent parts were assessed. Ten consecutive patients attending the rheumatology clinic who had been newly prescribed colchicine read the existing DIB intended for use in the primary study; with feedbacks several revisions were made on DIB that render information easier to read. After all, following the agreement on the content of the draft by all patients, the booklet was then revised accordingly and took its final form. The information topics in the booklet were including ingredients, mechanism of effect, side effects, monitoring, etc. Main contents of the booklet are given in Box I.
Box I. Key areas of information outlined in the colchicine information booklet
• An explanation about active ingredient, various names and forms of colchicines and method of application • An outline of how does the drug work • Brief explanation about the intended use of the drug for rheumatic disease • The important points to be considered before the drug is used • Required knowledge about the usage of the drug • Contraindication of the medication
• The side-effects of the colchicine • Knowledge about the required follow-ups for the patients during medication • The rare conditions to be taken into consideration while the drug is being used • Safe storage of drug Later, in preliminary study 2, a drug knowledge questionnaire (DKQ) was developed for testing to assess the education level of patients. DKQ comprised 10 multiple-choice questions which correspond to ten topics in the booklet with a choice of 5 responses. Specific areas from the DIB were identified for testing in the questionnaire and it was make sure that all 10 correct answers could be found in the colchicine DIB. The questionnaire was tested on 10 patients none experienced problems with its readability or layout, and all thought that the DIB answered all the questions on the DKQ. Each correct answer was calculated as ten points, so total score of the test was 100 points. That questionnaire was given to 10 patients to show the comprehensibility and feasibility of the survey items. Then the questionnaire took its final form.
In the primary study, total of 71 patients who had been followed at the rheumatology clinic or outpatient service fulfilling the mentioned inclusion criteria were assigned to the study. Demographic and clinical data (age, gender, educational background, disease, disease duration, number of currently used drugs, and the interval on colchicine) of the patients was collected. Initially, a DKQ consists of 10 questions was performed to all patients (Pretest). Next, the patients were randomized (1:1) to one of two groups according to order of arrival to the hospital; Group A (n=35) consisted of patients given only the written booklet, whereas patients given verbal information along with the written booklet included in Group B (n=36).
The information provided through verbal education mainly based on the content of the booklet by nurse researchers. The education was given to patients faceto-face, and slide presentation and booklet developed for colchicine were used during the education. During the verbal sessions the questions raised by the patients were also answered. The instruction sessions were lasted for approximately 30-45 minutes, done as either outpatient or inpatient setting. At the end of the study, 8-12 weeks after those steps, DKQ was applied to all participants again (Posttest). Study design is given in Figure 1 .
Statistical Analysis SPSS for Windows Ver. 15.00 (SPSS Inc., Chicago, IL., USA) software was used for statistical analysis. Compatibility of the continuous data with the normal distribution was examined with the ShapiroWilk test. Descriptive statistics were presented either as median (min-max), or as frequency. Categorical data was compared with chi-square or Fisher's exact test as appropriate and continuous data was with Mann Whitney U test. Results of the assessments both before and after the intervention were standardized to the scale of 100 points. The difference between pre and post intervention DKQ scores for both groups were compared with Wilcoxon signed rank test and the difference between two groups for pre and post intervention DKQ scores of were compared with Mann Whitney U test. Chi-square test was used for determining the differences between pre and post intervention DKQ scores for both groups and McNemar bowker test was used difference between two treatment groups for pre and post intervention for each question. In statistical analysis, p≤0.05 level was deemed as an indicator of a significant difference.
Results
Of the all (71) patients, 62 patients (87.3%) were male. In Group A (n=35) patients' median age was 22.00 (21.0-44.0), median disease duration was 4.00 (2.0-18.0) years, median duration of colchicine use was 4.00 (1.0-18.0) years, median number of the drugs used was 1.00 (1.0-7.0). In Group B (n=36) patients' median age was 22.50 (21.0-58.0) years, median disease duration was 5.00 (2.0-34.0) years, median duration of colchicine use was 3.00 (2.0-20.0) years, median number of the drugs used was 1.00 (1.0-7.0). No significant differences were observed between the groups in terms of those characteristics (p>0.05). Characteristics of the patients; included in the study are represented in Table I . In both groups, a significant increase was observed in the knowledge scores at the posttest assessment carried out 8-12 weeks after the education sessions when compared to corresponding pretest results (p<0.001). However, no significant statistical differences were observed between the groups (p=0.426) ( Table II) .
To evaluate the difference between the groups, percentage values of those who provided 6 or more correct answers after 8-12 weeks were examined. The percentages of patients were 80.0% and 91.7% for Group A and B respectively. Although this difference was not statistically significant (p=0.189), it seemed that Group B had better values.
For each question in both groups, a significant increase was observed in the correct answers (except question 6) at the posttest assessment when compared to corresponding pretest results (p<0.05). However, no significant statistical differences were observed between the groups (except question 8) (p>0.05) ( Table III) .
Discussion
This study was conducted in order to compare the efficacy of written information and verbal plus written information in patients with rheumatic diseases who were receiving colchicine treatment. The study has demonstrated that, there was a significant increase in the knowledge levels of the patients. However there was not a significant difference regarding the information levels between the groups. Similarly, when each question is considered separately, there was no significant difference in answer frequencies between the groups generally. Although training method where written and verbal information are collectively used was expected to be more successful in increasing the knowledge levels of patients, our study showed that a well-prepared drug information booklet alone can also be useful. Similar results have been obtained in previous studies conducted in various settings (3, 13, 14) . In one study, the rheumatology patients using non-steroid anti-inflammatory drugs were divided into three groups: booklet, booklet plus verbal information and only verbal information groups; and as a result of the provided training, no significant differences were observed with respect to the information levels. The results of the same study also showed that either written or verbal, the provided trainings do create an increase in the information levels of patients or that providing the patient group with information booklets is very useful (13) . Similarly, Hill and Bird detected that informing rheumatology patients using d-penicillamine with verbal information in addition to written information booklets create an increase in the information levels of the patients however; they did not observe significant differences between groups (3).
Written information is an important component of patient-centered care as it helps patients to make informed choices about their healthcare (14) . Written information not only influenced respondents' decisions to start or continue taking a medicine, it was also needed to prepare patients for what they might experience in response to a drug. 2 Providing drug information with booklets has been shown to be helpful to patients, but if they aren't prepared well they also cause some concerns (15) . They are only useful if the patient is able to read and understand them, otherwise they may become an expensive waste of resources. Authors emphasized that information that was provided with simple statements and without details is a key point (3, 6, 13, 14, 16) . For this reason easily readable and comprehensible patient information booklets could be very effective in increasing the patients' knowledge.
The researches show that the patients forget the half of the verbally provided information in five minutes, and also they can remember only 20% of the provided information. However, when the verbal information is supported with written information, this rate can increase up to 50% (3, 9) . Providing the patients and their families with written information may reduce anxiety, improve use of preventative or self-care measures, increase adherence to treatment, prevents communication problems between health care providers and patients, lead to more appropriate and effective use of health care services, and helps reducing the costs thereby (17, 18) . Some of the studies which have evaluated written information have looked at recall, compliance (10), behavioral changes (19) , and adherence to the treatment (18). Nair et al. state that patients need to be provided with information about their medications and they emphasize that giving information on used drugs is very important to increase the patients' compatibility with the treatment (1). In another study about adherence showed that behavioral changes did occur after education, and patients who were provided with information were significantly more adherent to their drug therapy (19) . But these mentioned conditions were not tested separately in our study. It is possible that similar positive effects may be accessible if the patients are provided adequate knowledge about their medications.
Although additional verbal explanation of colchicine enhanced patient knowledge, it did not reach statistical significance in our study. One and more likely reason for the lack of enhancement in this study is that the questions on the colchicine knowledge questionnaire were designed specifically from the information provided on the DIB. Finally it may well be that an additional verbal explanation simply did not furnish the patients with a significant amount of further information. However verbal information has many advantages. During verbal information, the patients had the opportunity to review the unclear data, to establish more friendly relationships and to correct the misunderstandings which were not tested in this study. In general, it is supported in literature that written and verbal information should be given collectively. It is reported that combination of verbal and written information is the ideal for providing information to the patients. Thus, in that way patients maximize recall and understanding, and it is preferred by patients (3, 13, 14, 16) .
In summary colchicine DIB that was developed at our unit is a highly effective method of increasing the patient's knowledge of the colchicine. But, written and verbal information should be given collectively, where possible.
Limitations
This study is limited by the inability to generalize the study results to whole group of rheumatic patients since the study was conducted on limited number of participants. Although during the verbal information patients have the opportunity to ask questions repeatedly the adequacy of training of a period of 35-40 minutes can be discussed. In our study it is not evaluated whether the duration of education affect study results or not.
